Regulatory perspective of bioanalysis from a clinical pharmacology reviewer standpoint: do you see what I see?
Clinical pharmacology plays an important role in drug development, including the evaluation of the drug's pharmacokinetics, pharmacodynamics, drug-interaction potential, exposure-response relationship and safety considerations when being used in specific populations. Clinical pharmacology data is pivotal in ensuring the delivery of the right drug, in the right dose, at the right time, to each particular patient and it has significantly influenced the risk/benefit assessment and labeling recommendations. Consequently, the reliability of the bioanalytical methods and data are of considerable importance, and the solid footing in drug development. Documentation of bioanalytical data from method validation or clinical trials is a critical element supporting regulatory submissions such as new drug applications or biologics license applications. Case examples are presented to highlight the utility and importance of bioanalysis in drug development to ensure that drug products are safe, efficacious, and given at the right dose.